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1. This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 436iy.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the intomtiona] application 
Certain observations on the international application 

2. FURTHER ACTION 

If a demand Tor international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority ("IPEA") except that this does not apply where the applicant chooses an 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau wider Rule 66Abis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPBA, the applicant is invited to submit to the 
IPEA a written reply together, where appropriate, with amendments, before the e?cpiration of 3 months from the date of mailing 
of Form PCT/IS A/220 or before the expiration of 22 months from the priority date, whichever expires later. 

For fiirther options, see Form PCT/ISA/220. 

3. For fijrther details, see notes to Form PCT/ISA/220. 
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Box No. I Basis of this opinion 



1. With regard to the language, this opinion has been established on the basis of the international application in the language in which it 
was filed, unless otherwise indicated under this itenn. 

I I This opinion has been established on the basts of a translation from the original language into the following language • 
which is the language of a translation fimnshed for the purposes of international search (under Rules 1 23 and 23. 1 (b)). 

2. With regard to any nucleotide and/or aouno acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on Uie basis of:' 



a. type of material 

I I a sequence listing 

n table(s) related to the sequence listing 

b. format of material 

I I in written format 

I I in computer readable form 



c. 



time of filing/fumishii^ 

I I contained in international application as filed. 

I I filed together with the international application in computer readable fomL 
I I furnished subsequently to this Authority for the purposes of search. 



3. Q In addition, in the case diat more than one version or copy of a sequence listing and/or table relating thereto has been filed 
or furnished, the required sUtements that the information in the subsequent or additional copies is identical to that in the 
application as filed or docs not go beyond the application as filed, as appropriate, were furnished. 



4. Additional comments: 
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Box No. V Reasoned statement under Rule 43 ^r5.1(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 



Claims NONE 



YES 



Claims 1-10 



NO 



Inventive step (IS) 



Claims NONE 



YES 



Claims l-lO 



NO 



Industrial applicability (lA) 



Claims l-lO 



YES 



Claims NONE 



„N0 



2. Citations and explanations: 
Please See Continuation Sheet 
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Box No. VIII Certain observatioos on the international application 



The followiog observations on the clarity of the claims, description, and drawings or on the questions whether tiie claims are ftaUy 
supported by the descriptioDt are made: 

Qaim 3 is objected to under PCT Rule 66.2(a)(v) as laddng clarity under PCX Article 6 because claim is indefinite for the following 
reason(s): 

aaim 3 is dependent on claim 2. Qaim 2 is drawn to a method of synthesizing biological macromolccules, wherein the method 
comprises translation of mRNA to produce polypeptides. Claim 3, however, is drawn to a method of synthesizing biological 
macromolccules, wherein the method comprises transcription of mKNA from DNA template. Claim 3 cannot fbither limit the parent 
claim 2 because the process defined in claim 2, that is, the process of translation oocuis subsequent to transcription (process of claim 3). 
For the purpose of search and examination the claim is assumed to be dependent on claim 1. 
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V. 2. Citations and Explanations: ^ ato m • -i 
Claims 1 and 7-10 lack novdty under PCT Article 33(2) as bdng anticipated by Schmidl et al, (U.S. Patent No. 6,664.078 Bl, issued 

December 16,2003). 

Schmidt et al. disclose a method of producing plasmid DNA (thus macroroolecule) in the presence of Pluronictg) (column 8 lines 43-44). 
The terai. "in vitror is accepted in the art as being *'in test tube" While the instant description appears to be drawn to synthesis m a 
"cell-free" environment, such limitation is not explicit in the claims so as to preclude methods involving cell culturmg m plates. 

Schmidt et al. disclose a reaction mixture comprising an antifoam agent, PluronicCg) (column 7, lines 29*30). 

While Schmidt et al. are not explicit in their disclosure with regard to the actual concentration of the antifoam agent employed, said 

anUfoam agent is employed in the isolation of macromolccules, and therefore, ate assumed to meet the requisite concentration. 

With regard to the int«ided use limitation, "[a] reaction mixture/or synthesis of biological macromoleatles; the intended use hmitation 

is not given patentable weight so long as the prior art discloses the actual composition of the mixture, in this case, an antifoam reagent 

Therefore, Schmidt et al. anticipate the invention as claimed 

aanns 1 , 3. and 7-10 lack novelty under PCT Article 33(2) as being anticipated by Marotta et ai. (U.S. Patent No. 5.547,84 1 , issued 

MS?^^^t*al!^close a method of preparing RNA (which includes mRNAs). said method employing an anrifoam reagent (column 9. 
lines 12-17). 

1 ■m w M. , % — i^.^ _ »_^;..>ti<<.M w«ivhtpa r'nivi«rTcir^o nTi nntifoaiti AccTit ^Column 9. lines 12~17^. 
1 Hence, Marotta et al. would also disclose a rcacuon mixture compnsing an anuiuoiti ugcui ^t^uiuiiui *^ • » ^. 

While Marotta et al. are not expUcit in their disclosure with regard to the actual concentration of the antifoam agent employed, said 

antifoam agent is employed in the production of RNA, and therefore, arc assumed to meet the requisite concen&ation. 

With regard to the intended use limitation, "[a] reaction mixture/or synthesis of biological macromoUculesr the mtended use Inmtation 

is not given patentable weight so long as the prior art discloses the actual composition of the mixture, in this case, an antifoam reagent 

I 

1 Therefore, Marotta et al. anticipate the invention as claimed. 

Qaims 1.2, and 4-10 lack novelty under PCT Article 33(2) as b«ng anticipated by Wight et al. (U.S. Patent No. 5.223,412, issued June 
29, 1993). 

Wight cl al. disclose a method of producing protem in a ceU-free system (column 5. line 62), wherein the method involves the use of an 


• f in 


anaiUaXu agcui ^(;ujimiu w, ml* w/. 






"ceU-free" envitonmcnt, such limitation is not cxplioit-in the-claims so as to preclude methods involving cell culturing in plates. 

Wipht et al. disclose a reaction miyfiirft rnmprisinj? an antifnam flPftnt. cnhimn 6. Hns 8). ■ 
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Supplementol Box 

Id case the space in any of the preceding boxes is not sufiicient , 

While Wight ct ol ore not ©:q)Ucit in their disclosure with regard to the actual concentration of flic antifoam agent employed, said 
antifoam agent is employed in the production of macromolccules, and therefore, are assumed to meet the requisite concentration. 
With regard to the intended use linritation, "[a] reaction mixture/or synthesis of biological macromoleculesr the intended use Umitation 
is not given patentable weight so long as the prior art discloses the actual composition of the mixture, m this case, an antifoam reagent 

Therefore, Wight ct al. anticipate the invention as claimed. 

aaims MO meet the criteria set out in PCX Article 33(4), and thus l»ve industrial appHcability because (he subject matter claimed can 
be made or used in industry, especially in large-scale protein production. 
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